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CHOOSTENT™ 

COVERED ESOPHAGEAL STENT 



B Please read these instructions carefully prior to use I 
B For single use oniy! 

Indicaticns for use 

This stem is Indicated for palliative treatment or upper 
gastrolntastfeia) neoplasm In patterns with Lmresectable esophageal, 
ga^rte'earcirwrite and also hpre^pentfrve patients for conreciioh ol 
oophagia and rnalnsintion during tumor reduction ueatments such 
as cytostatic ^nt and^r.raolato ttiera^, prior to planned surgery 
for removal ot the esophagus. The stent te also Indicated torthe ; 
patients suffering from dysphagia due to extrinsic compression of 
the esophageal lumen by malignant esophageal tumors. Since the 
stent is fully coyorad with arrembrane, 'a can' be used for the 
patients 1 suffering from the.esop^otrad^ fistula. 

Stent Descriptions 

This stent ts a seft^xpaixJing tubular prosthesis designed to 
maintain patency of esophageal strictures caused by maiigriant 
tumors. The unique structure of the membrane connects the several 
separated segments to Increase the flexibility of the stent and to 
prevent migration and tumor ingrowth. Since the both ends ot stent 
have larger bands, the stent can be fixed firmly within the 
esophagus. There are totally 12 excellent radiopaque markers made 
of gold wires ; 4 each on both ends ot the stent and another 4 on the 
canter. Two retrieval lassos Attached to the ooth ends play a role in 
removing the stem when necessary or pulling the stem up Jo the 
right position In case the stent has been deployed deeply down the 
stricture. The tolly expanded diameter is 16mm for the' body and 
24rnm lor both larger bands. There are four standard lengths : 80, 
1 1 0, 1.40. and 1 70mm. Various 1 lengths are ayaBabte, 




Delivery Device Descriptions 

1 , The delivery device is composed of inner shaft, outer sheath 
having a safety took, opvefip and inner tube whfch fits the oBve Up 
in'Uw'd^^.i^'pf'ti^^in^-GtieiL' 

2, The proximal part ofinnefshaft is reinforced by a stainless steel 
tube. 

3, the safety foe* prevents an accijental movement 61 the stem 
white the delivery device is advanced over the gutdowue, to 
deploy the stent, loosen the safety lock by turning it 
counterdockwise before putihTgthe cuter sheath backwards; 

4, There is an excellent radiopaque marker made of stainless steel 
ring on the cfrstal end ot the inner shaft 

5, The delivery. device allows a 0.038* super stiff guklewire, 

6, The usable length of the de^ery oWpo is 70cm. 



outer sfteiah 



hxActy lock 



Precautions 
This device should be used only by physicians who are familiar 
, with and experienced in stenUng techhip^ arid post-stenting 
team. 



2. This device ts stenitzed. Do not use any device a tts package was 
open or damaged; NorvsterOe deyfoe should not be used tor 
dmicaJ purpose. 

3. Inspect the deyfce carefully prior.to use toverffy that the device 
has not been, damaged during shipment and that its size and 
condrtion are svitatile lbrthe selected procedure. 

4. Keep devices at norma) temperature and a void direct sunlight. 
FoOow theffrst4r>Jrrst-ou! rules arid do hot use expired products. 

5. Depioymeni of stents should be performed orty under the 
Ouroscopic or endoscopic guidance. 

6. Do not advance a para'airy deployed stent 

7. The stent can be removed; by puffing a retrieval lasso with forceps 
in case me stent was mistekcrty deptoyed deeply down the 
stricture. 

Bi It the stent shouSd be deployed on. esophagogastric junction, 
always maintain the patients head at least 30 upwards to avoid 
theposstole aspiretion j^umonia caused by reflux eVenwHte 



Potential complications 

■ Bleeding 

* Pain 

• Stent migration 

* Turner cyergirjwth 

- Foreign body sensation 

- Edema 

■ Ulceration 
Fever 

• DeattHother than that due to normal, disease progn 
Perforation 



Selections and Preparations 

T. Choose the stent with optimum diameter arci length after, 

measuring and itionltortng the length of the stricture using 

fluoroseppe or endoscope. 

2. Choose the stent which Is at least 4cm longer In fufi length than 
the actual stricture, This win prevent the risk ot tumor overgrowth 
which may occur later. 

3. Make sine that the safety lock is locked firmly; 

4. Maintain the delivery device as straight as possible outside the 
body.. 

Procedures 

1 . insert a 0.038* super stiff guldawlre lully across the stricture, it 
necessary, a baitoon catheter or bougie dilator may be used first 
to expand stricture befbfo stenting, 

2. Advance the delivery device carefully over the gukjewire until the 
end of stent is placed at least 2cm below the tumor after making 
sure that the Inner shaft has been compieiery fixed by the sstety 
lock, 

3. Loosen the safety* bck.by turning it courtte/ctockwtsa after 
checking the location of the stent 

4. Deploy the stent r^ puliir^ oiJter srieam 

the location of the inner shaft until the first segment expands. 

5. Move the whole delivery devices carefully, approximately 3mm 
backwards under the fluoroscopic guidance and then pus the 
outer sheath until the second segment expands, 

■6. Repeal 4 and 5 until me stent expands fully. This method allows 
the stent Jo be property positioned without overlapping each 
segment which Is connected by flexible membrane 

7. Remove die delivery device caref ully when the expansion of the 
stent has been confirmed, the olive tip is not necessary to 
remove. 



Deployments 

1. At first, make sure that the inner shaft has been completely fixed 
by safety lock and advance the delivery device over the 
guidewire access the stricture 
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2. Loosen the safety tock fu% by turning it eouJrtferdockwis& when 
the delivery tievtce la tocatsd at the stricture. 



. puli out 8» outar siieatli 
erwath bacfcwarcs 



3. Immobte the inner shaft by holding it firmly wfcth one hand and 
then gently pull out the outer sheath backwards. 



Cauti.cn 

Do not push the inner shaft when you deploy the sie/a. The tnner 
Shalt most be held securely and nod be allows to move Pushing 
the inner shail win cause misalignment ot the stem and possible 
damage to the esophago*. 



Causion. 

When withdrawing of the cuter sheath is interrupted, stop piM^g 
and wait lor a whfio. I the situation dos& not get better, remcWtte 
whoie delivery device and try it again from the first: step. 

4. After stent placement has been completed, withdraw the delivery 
device carefutiy 



.■Repositioning- Techniques 
If the stent was mistakenly deptoyad deeply down far from the 
stricture, insert s forceps through the working channel of endoscope 
ard carefully puil the tasso attached to the proximal end from the 
stricture in order to reposition the stent on the proper location. 



BeincvaJ lasso Forceps 



Cant ion 

The stem mm fee in place by putttig the endoscope repeatedly 
holding the tesso with forceps. Be careful that the stem should not 
be pufled up from the etitoure, 

Jtetrieval systems 

PuB the iasso attached to the proximal bend by torceps through the 
working channel el 

the endoscope. Retrieve the stent by removing the endoscope with 
the .torceps, 

Caution 

The afogator type of torceps may causa the taseo to he cut off . it te 



recommended to use a rat's tooth type 0f to/cssps. 
This device is sterilized with Ethylene Oxide 




